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TREAMBLE

r. r"rTHsopu$TIoN

Unden the aurhrlrity of $ 5{e} of the T*xi* Sufostanc*s Contrcl Aet {"TSCA'-} t t 5 U. ,C.

?6$a{e}}, t?re Hnviromrnental trtmrec.ti*n Ag*nc,y {"IIFA" or **th# Ag*ncy"} is*ues the fltmcii*d

Ord*r, regarding rnicr*bial esrnmer*ial act*vity n*tires f-M*AN*] J-l4-fiSfiT far th*

int*rgen+ri* mi*r**rganism J-I4-t}{}{}fi fcr th* interg*n*rlc

, &fid J- I4-SSSF fur the intergenri* ffiisn]*rganixrn

(-'th* MfiAH mi+r**rganisms") submitted by Alg*n*l Hi*fuels Inc"

{'the Cnmpany"}, h t*ke effe*t up#n expfrntion *f the MflAN rsview peri*d. The Cernp**y

suhrnitted the MCAN ro EPA pursuant ta $ S{a}il} of TSCA and 40 CFR Part ?35.

Under $ I5 of TSCA, it is unlararful f*r *xry perssn to fail or ref$se to comply with any

provisiun rf $ 5 or any order issu*d under $ 5. Vi+lators ffifty be subje*t [o vsrioux pennlties nffid

to hoth criminal snd sivil liability pursuamt t* $ I S, end t* specific *nlbrcement *nd seiwure

pursuant r* $ 17. In additipn, clremieatr suhstan*es suhjeet t* an *rder issx*tl und*r $ 5 *f

T**4, su+tr ax this *il*, ar* subject ts the $ 1?{b} exp+rt n*ti*e requir*ment.

rf. ,$Hil{hfr*+$H #r TsffiHs sr THE qffi"H$

The C+nsent Srder f*r this h{#AN rni*ro*rganism requires the fl*mpnny to:

(a) submit t* IIPA h*riu*ntatr gene transfer *tudies t$ naturally transf*rmable cyan*bmteria

rroithin one year frout comfn#ft*em*nt af manufacturingi

(h) not rnanuf*cture the MCAhJ nricr*organistn at any fu*itity in the Llnikd States other than ths

Cornpany-s eornmsr*ial dev*lt:pmnnt #empus, inulu*Jing the 3S aq.re i.nteggated hicrefinriry
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facility and adjacent biological and process developmerrt facilities located at 16121 and 16161

Lee Road, Ft. Myers, FL 33912;

(c) not manufacture the MCAN miuoorganism other than within the VIPERTM fully enclosed

and sealed plastic photobioreactcrs, or equivalent, and related inoculum scale-up systems

described in the MCAN ;

(d) have in place procedures for the containment and removal/inactivation of the MCAN

microorganisms in the event of environmental release;

(e) monitor and record all releases of the MCAN microorganism greater than 10 liters resulting

from a spill or leak occurring over a single batch cycle from an individual bag and docunent

procedures used to clean-up the site of release.;

(f) keep records of replacement/repair of photobioreactor bags and the reason for

replacement/repair;

(f) maintain certain records.
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rxr" (]#lttT.fiil{T$ qr MCA}{

By signing this ilrder, the Cornpftfiy rspftl$ents that it has rarefully reviewed this rJc*ument and

flgr$es that all inforr*atien herein that is slnimed as confidentisl by the Compa*y is c*rr*etly

idsntified within hraekets and that mrry inf*rmatinn that is not bracketsd is n+t qtraimed as

confideutial. T+ make this docurn*nt *vaitrnhls ftr publi* vier+,ing, EPA rvill rsrmove tnly the

inf*rrnation euntaine$ qrithin tjre forackets.

ftrntidsntinl Euiiin*ss*lfleirrpAtiup -e iahns-lsmqhetedjg th# Prsarnble :

h{CAN miem*rganisms; recipi*nt rnicroCIrga*isnt; do*or mi*roCIrganismsl gsntrtic

modificatisns; procss$ descriptinas.

Chemiml ld*n{iff;

Specifi*: J-14-0007

J- I4-r]0SS;

J-r4-00fr:

**neric: Enhanced algae

Usei

$pe*ific: praductisft *fhisfuels *:rd f*cl interrnediates {e.g., biu-cnrde *nd bi*-*il}, including

ethan*I, biodies*}, ga*uline *nd jet fuel

ff. Hr+: .$" A$sEfi Sffi,p_rst "$ r Hxrssu_eF, aNp nls t{

The {blt*wing are lIPAns pr*dictions regarding the possihle envir*nmental effe*ts and

environmental release rf the MCAN mi+rocrgarrisrn, based cn thq inforrnation +urrently

availahle to the Agency"

A.s pr*posed in the MCAI* zubmissisn, the MCAIT{ mic.roorganisnrs ar* usntained iu ths
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Company's VIPERTM photobioreactor system at the Company's commercial development

campus with an address of I 61 2l Lee Road, Ft. Myers, FL 33912. There is no environmental

release of the microorganism expected, or only small quantities if a photobioreactor was to leak.

Thcrefore, the use of the submission rnieroorganisms for ethanol production as proposed at the

Ft. Myers, FL facility given proper containment poses low risk.

There are little concerns for adverse human health effects from the MCAN

microorganisms as they have been shown to be devoid of the gsnq sequences lhat encode the

major groups of cyanotoxins. However, it is unknown whether this cyanobacterium produces the

putative neurotoxic non-protein amina acid p-N-methyl-amino alanine (BMAA) and under what

conditions. However, many taxa of cyanobacteria have been shown to produce BMAA, so it is

unknown how often humans already encounter this compound hypothesized by some groups to

be associated with neurodegenerative diseases. Although production of high concentrations of

BMAA by these MCAN microorganisms is not expected with the current manufacturing process,

it needs to be demonstrated that these MCAN microorganisms do not produce significant

quantities of BMAA before manufacturing movss to facilities other than the facility identified in

the MCAN where production volumes are likely to increase. To the extent that no definitive link

between BMAA and neurodegenerative disease has been established, a further assessment of ttris
:

topic may only be necessary if the MCAN microorganisms is shown to produce BMAA in

significant quantities.

Exposure to workers is also low. Estimates of exposure to the general population given

releases from the facility are low assuming no, or very timited breaches of containment.

Likewise, there are low $oncerns for adverse ecological effects resulting from the

proposed use of the three production strains for ethanol production in the photobioreactors given
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Frfipsr e$ntflinrn*nt, Hor+,sver, & pr*sess to *htaim greater cer"t*inty *n the environrnentsl

behaviorof the recipicnt mlcroorganisrn in ths f;vcnt af a large breach in contalnment is desirable

as thers is relativcly little data *n th* recipient nti*r*organirm otlrer than th*t the speeies t*

rryhichitisptryIcgen*ti*ally*l*se$t*f-usedtubeclagsifie*il

f*und ubiquit*usly in

xpe*iex ars quite pupul*us in the opsn so*fflenviro*rnent* but are nlscr

sur*h** weI#rs *f fi"esilwflter, *sd in s*ils, although app*rently n*t in dex*rt

s,*ils. spe*ies ar* qxite imp*r{nnt in providing sxygen rn the planet thrrug}t

ph*t*synthesiro artd therefor*- typi*nlly ssefi ns hen*fi*ial micr**rganisms. Th* r**ipiertt

micm*rg*nisrn is *l** closely related to nnother cyanobacterium that was farmerly clsssified *s s

Mernbsrs tlf this geflu$ of cyanobacteria arc als+ widespread im the envirmmment

eontributing ta exyg$n productisn and csrbon fixation with few adverse effbcts,

The genes introducsd intc tlre recipient to ersetfi the MCAN microorganisms are not

inherently haeardous. The

AIfh*ugh

the SNA was intrnduce.d intr: the recipient *n vsri*ur plasmids fbr the three strains, tfie

conjugative rnabllity of th*se three plasrnids has be*n dirninistr*d. T hmefereo h*rir,.ontal geme

trzursfer by the nrechanisnr of c*rl.|ugntion whiuh is sften the mast likely mecl:anism of Ssr:s

trsnsf$r is als+ expectsd to he low- Th* prucess t:f transfcrrnation, i,e., the uptak$ uf fre* B?'{A

hy c*mp*tent *ells, w*uld still he * p:ssihility w4th dead eells" There are Rurnersus

cyanobac^teria in bnsi*atrly all envir*nme*rts* s*nxe *f whi*h are *atur*lly transfcrmahl*,
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Although the Company has not obserued cyanophage infection with their strain during multiple

yeaffi of indoor and outdoor cultivation, gene transfer by that mechanism is still a possibility.

Howev'er, sinee the spent cyanobacterial cells are treated in a hydrothermal process to produce a

bio-oil that is further transforrned into other biofuels, there is no disposal of spent biomass.

The EPA believes there remains somff uncertainty as to the ability of these production

strains to survive in the environment if inadvertently released at the current site or at future sites.

In invasiveness studies conducted by the Company with oversight frorn State of Florida

regulatory agencies, the survival of the MCAN micraorganisms wa$ measured in several

different water samples in the vicinity of the Company's facility. trVater samples were obtained

from a c,anal on the Cornpany's site, from the Lee Road canal just outside the Company's $ite,

from the Caloosahatchee River in Ft. Myers, from the Estero Bay where the Estero River

intersects the Gulf of Mexico, and from the Gulf of Mexico offof the Ft. Myers Beaeh. These

water samples wer$ heavily inoculated with 107 cells and incubated in I L sterilized Schott glass

bottles with hubbling *f humidified air to provide the COz. The bottles were incubated under 12-

hr light1lz-hr darkness cycles photosynthetically active radiation (PAR). The presence of the

organism was assessed by polymerase chain reaction (PCR) measurement using primers specific

for the MCAN microorgfflism. The green color within the bottles resulting from addition of the

organisms disappeared within one week which may indicate death of the cells. Native algae

flourished in the battles suggesting that condition$ were amenable to algal growth. No PCR

sequences were detected in the Company's canal and Lee Rd. canal samples at 26 and 33 days,

respectively. For the Estero Bay and Gutf of Mexico seawater, PCR signal,s varied more but

were mostly gone by day 54, and wer& completely g*ne by day 68. The greatest survival was

observed in the Caloasahatchee River sample as weak, diminishing PCR signals were still
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positive through day 68 which rvas the final sampling date. In a second invasiveness study,

slightly different results were observed. Again, survival was limited in the canal waters, but

PCR signals were detected for up to 48 days in the river water. However, the best survival

occurred in the Ft. Myers Beach seawater with detection up to 76 days in untreated seawater.

Nutrient amendment in this water increased survival of the MCAN strain. In no cass were the

PCR signals higher at the end of the incubation than at the start of the cultivation. PCR

technology is capable of detecting DNA remnants from lysed or non-yiable cells , as well as

living cells and provides a very robust indicator of any genetic material from the MCAN

organism.

Although the use of the production microorganisms as proposed at the Ft. Myers, FL site

may not pose unreasonable risks, the same conclusion may not be true if the microorganism was

produced and released at larger scales and in other environments. If there was a catastrophic

failure of containment due to a weather event such as a hurricane or a tornado, there may be

concerns for effects on the surrounding ecosystem. Catastrophic failure could potentially result

in disruption of algal balances in surface waters, changes in food web and trophic transfers, as

well as the production of limited amounts of ethanol in the environment.

Although accelerated weathering chambers have suggested that the bioreactor bags are

robust, there are still uncertainties with the prolonged integrity of the bioreactor 6ags and

associated tubing since these systems have not been operated under actual long term

environmental exposures.



v. H,PA:,$ qONCLUSIONS OF LAW

'fhe following findings constitute the bas.is of the Consent Order:

(a) EPA is unable to determine the potential for environmental fate and effects upon

environmental release of the MCAN microorganism. EPA therefore concludes, pursuant to $

s(e)(lXAXi) of TSCA, that the information available to the Agency is insufficfent to permit a

reasoned evaluation cf the environmental effects of the MCAN microorganisrns.

(b) In light of the potential risk of environmental effects posed by the uncontrolled manufacture,

processing, distribution in commerce, use, and disposal of the MCAN microorganisms, EPA has

concluded, pursuant to $ s(e)(lXAXii)(I) of TSCA, that uncontrolled manufacture, processing,

distribution in cofilmerce, use, and disposal of the MCAN microorganisms may present an

unreasonable risk of injury to the environment.

YI. IIYE.OBIyTATTON REOUIRET) TO EVALUATE

ENVTRONI{EIiff S..I{ ESqpqT$

TrisHered Testins= The Order prohibits the Company from exceeding a specified

production limit unless the Company submits the inforunation described in the Testing section of

this Order in accordance with the conditions specified in the Testing section.
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Pended Testing. The following additional information would be required to evaluate the

human health and environmental effects of the MCAN microorganisms:

(a) determination of whether the MCAN microorganisms produce p-N-methyl-amino alanine

(BMAA);

ft) conduct additional rigorous testing af the ahility of the microorganisms to survive in

representative waters and soils for any future manufacturing facility using a technique for

enumeration of viable cells in coqjunction with detection of PCR signals;

(c) confirm efficacy of inactivation methods used prior to discarding the biomass as waste.

The Order does notrequire submission of the above pended testing at any specified time or

production volume. However, the Order's restrictions on manufacture (defined by statute to

include import), use, and disposal of the MCAN microorganism will remain in effect until the

Order is modified or revoked by EPA based on subrnission of that or other relevant information.



EPA SANITIZED

Cffh[SENT fffi.NER

. n, $s._sHE sE.+r_rtx sqI_LrTy 4lip"sHpMrfr.+s{E

{a} Score. Ths requiremenls *f thi* #rder ffpply t* all cffrnrneroial ma*ufacturing. prccessiug,

distribution im +*iltrnsr*er us* and disposat *f the tntergeneri* ffiiurssrganirms

-]#-t*-*fiffn 

(J-14-ff**B]a*dffi

t (J-t4-fiSS9) f-the fufCAhl mi*rcorganirms') in the United Statss hy Alge**l Biofrleis Inc.

{'-the fr*mp*ny*'}, except to the sxfe*t ttrat those a$tivitie$ flre sxempted by p*ragraph {h}.

(b) Hx+nnptiong. h{*nufacturlng, pr*ce*sing- distrihution in cCIrnffrercer use and dispossl of the

MCAN micro*rganisnrs is exernpt fmm the requirements *f this Order (except the requirements in.

th* Rec*rdk*eping and Su*cessmr Ltsbility Up*n Transfer Of Consent firder xection*) anl3u t* the

slfient that (li these actirriti*s are *o*ducted in full c*mpliance rryith all appliceble r*quirer*ents of,

the f*llsrving exemptions, and #) su*h urmpli;*n*e i* documentr.d hy apprcpriat* rrc*rdk*rping as

required in th* Iteeurdkeeping secti+u *f this #rder.

{I} Export, Until th* C*nrpany begifi# $.*ilrEnsr*inl manufacture *f the MCAI'{

micr*organisrn frtr use in the United States* the requireffients of this Order dtr nat apply to

manufacture, prr:cessing or distrihuti*n in crmnrer** of ths MCAN microarganism solely f+r

*xport in accord&rr*6 wittrTSilA $$12(*) and l2(b)- 40 CFI{ ??5.92fi(a) and 4* CFR Psfi ?S?.

Hswev*ri CIHce the Campftny heglns t* manufaclure the MCAF{ micruorganism fur uss in the

Unit*d States, n+ furtlr*r flstiyitl, by thc Ccmpany invalving the MCAN micr*crganisrn is exempt
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as "solely for export" even if some amount of the MCAN microorganism is later exported. At that

point, the requirements of this Order apply to all activities associated with the MCAN

microorganism while in the territory of the United States. Prior to leaving U.S. territory, even

those quantities or batches of the MCAN microorganism that are destined for export are subject to

terms of the Order, and count towards any production volume test triggers in the Testing section of

this Order

(2) Rpsearch & Dt_v_el-o,"pment ("R&E"). The requirements of this Order do not apply to

manufactwing, processing, distribution in cornmerce, use and disposal of the MCAN

microorganism in srnall quantities solely for research and development in accordance with TSCA

$5(hX3), 40 CFR 725.110(a), 40 CFR 725.232 and 40 CFR 725.234.

u. TERMS OF MA-${UqACTUBII, fIFrgLpprNG TMPORT]. PROCESSIN.GT
prsTRrBUTroN TN#pMMERCE. USE. AND DI$rqS.+L

TBNDING SUB,MI$ S I ON AND EYAIUAT I qI"{.

OF INF'ORMATION

HROHIBTTION

The Company is prohibited from manufachuing (defined by statute to include irnport),

processing, distributing in commerce, using, or disposing of the MCAN microorganisms in the

United States, for any nonexempt commercial ptupose, pending the development of infonriation

necessary for a reasoned evaluation of the human health and environmental efhcts of the

microorganisms, and the completion of EPA's review of, and regulatory action based on, that

information, except in accordance with the conditions described in this Order,
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TBSTING

(a) Spctipn 8(e) Reporting. Reports of information on the MCAN microorganisms which

reasonably supports the conclusion that the MCAN microorganisms present a substantial risk of

injury to health or the environment and which is required to be reported under TSCA section 8(e)

shall reference the appropriate MCAN identification number for this microorganism and contain a

statement that the microorganism is subject to this Consent Order. Additional information

regarding section 8(e) reporting requirements can be found atwww.epa.govloppt/tsca8e,

(b) Notice of Study Scheduliqg. The Company shall notiff, in uniting, the EPA Monitoring

Assistance and Media Programs Division Q227 h), Office of Enforcement and Compliance

Assurance, U.S. Environmental Protection Agency, 1200 Pennsylvania Avenue, N.W.,

Washington, D.C" 20460, of the fo'llowing information within 10 days of scheduling any study

required to be performed pursuant to this Order, or within 15 days after the effective date of this

Order, whichever is later:

(1) The date whel the study is scheduled to sommence;

(2) The name and address of the laboratory *'hich will conduct the study;

(3) The name and telephone number of a person at the Company or the laboratory whom

EPA may contact regarding the study; &trd,

(4) The appropriate MCAN identification number for each miuoorganism and a stetement

that the rnicroorganism is subject to this Consent Order.

The written notice should be submitted to EPA as follows;

Pqstal Mail AddresE

U.S. Environmental Protection Agency



GLP Section Chief* Pesticides, Water and Toxics Branch

Monitoring Assistance and Media Programs Division {2227 h}

Office of Enfarcernent and Compliance Assurance

1200 Pennsylvania Avenue, N.W.

Washington, DC ?:}46fr

Courier Delivery. Addres s

U.S. Enviranrnental Protection Agency

GLP Sectisn Chief - Pesticides, Water and Toxics Braneh

Monitoring Assistance and Media Programs Division {2227 tr^}

Office of Enforcement and Compliance Assurance

Room 7ll7B

1200 Pennsylvania Avenue, N.W.

V/ashington, DC 20004

(c) Good Laboratory Practice Standards and Test Protopals. Each study performed to address the

risks identified in this Order must be conducted according to TSCA Good Laboratory Practice

Standards at 40 CFR Part792 and using methodologies generally accepted iu the relevant

scienti.fic community at the time the study is initiated. Before starting to conduct any study that

will use a modified version of a published test guideline, the Cornpany must submit written test

protocols to EPA for review (submission of written test protocols is optional for tests that are to be
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conducted using unrnodified puhlis?red test guidelines]" Prstocols ntu*t be subrnitted ns a support

d*cument for the MffAN, u*ing the pro*edures set $ut in 4{} CI;ft ??t1.4fi. HFA will respnnd to the

C*nrpany within 4 we*ks *f r*ccivilU the written protoe*ls. EPA revierr *f,a tsst protoc*l does

n*t mean pre*accept***s af test rssutrts.

{d} The C*mpany is pr*}rihited frrm manufarturing {defitled hy

statute t* include inrport) the MCAI'i rni*raarg*nlsms sfter a certsin date {'.the prcdurti*n iimit"},

uxl+xs the CrrnFany c+uductx ths f'utrl*wing studies sn the MCAN micr*+rganisms aml subnrit* all

final rep#rt$ and underlying data ifi scsord&nce with the cenditi*ns sp*cified in this Testing

ssetiCIn.

Pfp$upti$n l"imtf

frn* y#ftr frorn c*ffirnsncenrsut *f
msnufacturing *f th* MflAN mi+roorganisrns

fitqdy

Hnrirantal geme trnnsfer studies to n*turally
transfarmnble *yano bacrcria

{*} I+st &pffi The Cornpnny shfrll: {1} **nduet eaeh study in gaa'd faith, with du* citre, and in

e seientifrcatrlyrralid Hlanner; (?) promrptly furnish t* IIPA the results *f any intcrimphnsn #f esch

study; nnd {3} submit the fiual rsport of *ech study {with an additi*nal sanitized eopy, if

confidential husiness infornation is inv*lved) and all underlying data.("the report and dnts*) tff

EPA pnior ttr exceeding the applic*hXn producti*n limit, The fin*l report and data must be

submitted e$ fl support do*un:*nt f*r the h{CAN, using the proeedur€s set out in 40 CFR 725.25.

The linal rep*rt shall *eintairr the s*utents specified in 4S CFR ?92.185- U*dertying data *hall bE

submitted t* HPA in sc*ord&nc,e with the applicebt* u'Rq:ortiftS," "Sata and Rep*rtingu'* and u*Tsst
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Report" subparagraphs in the applicable test guiclelines. Hon'ever, for purposes of this Consent

Order, the word "should" in those subparagraphs sh*ll be interpreted to mean "shall" to make clear

that the submission ol'such inlbrmation is mandatnry. EPA will require the submissionof raw

data such as slides and Iahoratory notebooks only if EPA linds, on the basis of professional

judgment, that an adequate evaluation of the study cannct take place in the absence of these items.

({) Testing Waivers. The Cornpany is not required to canduct a study specified in paragraph (d} of

this Testing section if notified in writing by EPA that it is unnecessary to eonduct that study,

(g) Egui.yocal Data. If EFA finds that the data generated by a study are scientifically equivocal,

the Company may continue to manufacture (defined by statute to include import) the MCAN

microorganisms beyond the applicable production limit. To seek relief from any other restrictions

of this Order, the Company may make a second attempt to obtain unequivocal data hy

reconducting the study under the conditions specified in paragraphs (b), (c), and {e) (except that

the study may be submitted after reaching the appticable production limit). The testing

requirements may be modified, as necessary to permit a reasoned evaluation of the risks presented

by the MCAN rnicroorganisms, only by mutual sonsent of EPA and the Corrrpany.

(h) EPA Determination of Inqalid Data.

{1} Except as deseribed in subparagraph (hX2), if, within 6 weeks of EPA's receipt of a

test report and data, the Company receives written notice that EPA finds that the data getrerated by
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a study are scientifically invalid, the Compary is prohibited frorn further manufacture (defined by

statute to include import) of the MCAN microorganisms beyond the applicable production limit.

. 
(2) The Company tnay continue to manufacture (defined by statute to include impart) the

MCAN microorganisms beyond the applicable production ir*t* only if so notified, in writing, by

EPA in response to the Company's eompliance with either of the following subparagraphs (h)t2xi)

or (h)(z)(ii).

(i) If there is sufficient timc to reconduct the study in compliance with paragraphs

(b), (c), and (e) before exceeding the production limit specified in paragraph {d}, the Company

may reconduet the study. If there is insulficient time to resonduct the study in compliance with

paragraphs (b), (c), and (e) before exceeding the production limit specified in paragraph (d), the

Company may exceed the production limit, but must otherwise comply with parilgraphs (b), (c),

and (e), and shall suhmit the report and data to EPA within a reasonable period of time, all as

speeified by EPA inthe notice descrtbed in subparagraph (h)(1); EPA will re.spondto the

Company, in writing, within 6 weeks of receiving the Cornpanyns report and data.

(ii) The Company may, within 4 weeks of receiving from EPA the notice deseribed

in subparagraph {hxl }, subrnit t* BPA a written report refuting EPA's finding. EFA will respcnd

to the Campany, in writing, within 4 weeks of receivingthe Company's report.

(i) $nrnpanv lleitli:minati+n of Invalid llatu

(1) Except as described in subparagraph (iX2), if the Cornpany hecontes aware that

circumstances clearly beyond the control of the Company or laboratory will prevent, or have

prevented, development of scientifically valid data under the conditions specified in paragraphs (c)



-8-

and (e), the Company remairrs prohibited from further manufacture (defined by statute to include

import) of the MCAN microorganisms beyond the applicahle production limit.

. 
(2) The Company *uT subrnit to EPA, within 2 weeks of first becoming u*T* of such

circumstances, a written statement explaining why circumstances cleady beyond the control of the

Cornpany or laboratary will sause or have caused development of scientifically invalid data. EPA

will notify the Company of its response, in writing, within 4 weeks of receiving the Company*s

repart. EPA's written response may either:

(i) allow the Company to continue to manufacture (defined by statute to include

import) the MCAN microorganisms beyond the applicable production limif or

(ii) require the Company to continue to conduct, or to reconduct, the study in

compliance with paragraphs (b), (c), and (e), if there is sufficient time to conduct orreconduct the

study and submit the report and data to EPA before exceeding the production limit specified in

paragraph (d). If there is insufficient time far the Company to comply with paragraphs (b), (c),

and (e) before exceeding the production limit specified in paragraph (d), the Company may exceed

the production limit, but must otherwise camply with paragraphs (b), (c), and (e), and shall suhmit

the reportand data to EPA within areasonabl* period of tirne, all as specified by HPA in the notice

described in subparagraph (ixz). EPA will respond to the Company, in writing, within 6 weeks of

receiving the Conrpany's report and data, as to whether the Company may continue to manufacture

(dcfined by statute to include irnport) beyond the applicable production limit.

(f ) Unrpasonable Risk.

EPA mey notify the Company in writing that EFA finds that the data generated.by a study

are scientifically valid and unequivacal and indicate that, despite the terms of this Order, the
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MCAN microorgzurisrns will or may present an unrnasonable risk of injury to human health or the

environment. EPA's notice may specify that the Company undertake sertain actions concerning

further testing, manufacture {defined hy statute to include import), proeessing, distribution, use

and/or disposal of ths MCAN microorganisms to mitigate exposures to or to better characterizE the

risks presented by the IvICAN microorganisms. Within 2 weeks from receipt of such a notice, the

Campany must ceass all manufacture (defined by statute to include import), processing,

distribution, Bse and disposal of the MCAN microorganisms, unless either:

{1} within 2 weeks from receipt ofthe EPA notice, the Cornpany complies with

such rsquirements as the notiee specifie$; or

(2) within 4 weeks from receipt of the EPA notice, the Cornpany submits to EPA a

written report refuting EPA's finding an#or the appropriateness of any additianal requirements

imposed by EPA. The Company ffiay continue to manufacture (defined by statuts to include

import), procsss, distribute! use and dispose of the MCAN mimoorganisms in accordance wi,th the

terns of this Order pending EPA's response to the Company's written report. EPA will respond to

the Company, inwriting, within 4 weeks of receivingthe Company's reporl. Within2 weeks of

receipt of EPA's written response, the Company shall comply with any requirernents imposed by

H,PA's respCInse or cea$e all manufacture (defined by *qtatute to inslude import), proiessing,

distributioq use and disposal of the MCAN mimoorganisms.

(k) Other Requifements. Regardless of the satisfaction of any other conditions in this Testing

section, the Company must continue to obey alt the terms af this Consent Order until otherwise

notified in writing by EPA. The Campany mnf, based upon submitted test data or other relevant
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information, petiti*n EPA to modify or revoke provisions af this Cansent Order pursrffmt to Part

VI. of this Consent Order.

s{ANUH+SIIJE{lIG

(aXl) P.fohibitioq. The Company shall not cause, encourage, or suggest the manufacture (defined

by statute to include import) of the MCAN microorganisms by any other person.

(2) SunseI Following Si{U"& Subparagraph (aXI) shall expire 75 days after promulgation

of a linal significant new use rule ("SNUR') governing the MCAN *i*roorgunisrns under section

5(a){2) of TSCA unless the Company is notified on or hefore that day of an action in a Federal

Court seekingjudicial review ol'the SNUR. If the Company is so notified, subparagraph (aXI)

shall not expire Hntil EPA notifies the Company in writing that all Federal Court actions involving
1

the SNUR have been resolved and the validity of the SNUR affirmed.

(3) Notice of_SNUR. When EPA promulgates a final SNUR for the MCAN

microorganisms and subparagraph (aXl) expires in accordance with subparagraph (a)(2), the

Company shall notify each persofi whom it causes, encourages or suggests to rnanufacture (defined

by statlte to include import) the h,ICAN microorganisms of the existence of the SNUR. '

(b) The Company shall not manufacture the MCAN microorganisrn at any facility in the United

States other than the Company's comrrercial development sarnpus, including the 36 acre

integrated biorefinery facility and adjacent biological and process development facilities located at

1612l and 16161 Lee Road, Ft. Myers, FL 33912;
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(c) The Company shall not manufacture the MCAN microorganisms other than within the

VIPERTM fully enclosed and sealed plastic photobioreactors, or equivalent, and related inoculums

scale-up systems described in the MCAN;

{d} In the event of environmental release of the MCAN microorganisms, the company must have

in place proeedures for the contaiument and removallinactivation of the MCAN microorganisms.

(e) The Company must monitor for and reeord atl releases of the MCAN miuoorganism (greater

than 10 liters resulting from a spill or leak occuuing over a single batch cycle from an individual

bag) and document prrrcedures used to clean-up the site of release. This would include, but not be

limited to:

(1) Breaches in photobioreactor i*tegrity;

(2) accidental spills;

{3} catastrophic failures of phatobioreactors due to weather or other environrnental

conditions;

($ The Ccmpany must keep records cf-replacemsnt/repair of photobioreactor bags and the rsason

for replacemen#repair.

usq

(a) The Company may only use the MCAN microorganisms for the production of ethanol and as

site-limited intermediate (e.g. hio-mude or bio-oil) far the production of biofuels as described in

the MCAN.
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DTSTRIBUTTON

(a) Expqg Nojlqg."Bequirement. No later than the date of distrihution, the Company shall notify in

writing any person to 
1'horn 

it distributes thE MIAN microorganisms that, 
fue 

to the issuance of

this Consent Order under section 5(e) of TSCA, the MCAN microorganisms are subject to the

exparf notification requirernents of TSCA section lz(h) and 40 CFR Part 707 Subpart D. $uch

notice shall contain, in the form in which it appears in this Consent Clrder, the following

information: (1) the MCAN number, and {?} either (A) the specific chemical identity of the

MCAN microorganisms, or (B) if the specific chemical identity is confidential, the generic

chemical identity.

trrsHpsAL

In the event that it is necessary for the Company to dispose of the MCAN microorganism as waste,

the Company shall dispose of the MCAN microorganisms and any waste stream containing the

MCAN miuoorganisms only as follows. This provision does not supersede or preempt any

applicable federal, state, and local laws and regulations if those laws ars more stringent than the

requirements below.

(U If not used as a site-limited intermediate (e.g. bio-crude or hio*oil) for the production

of biofuels, the MCAN microorganism$, prior to disposal, rnust be inactivated via a method

deemed adequate by the EPA and must be disposed of only by:

{i) incineration;

(ii) landfitl;
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rrr. RSqqBpHEEPTNG

(a) Records. The Company shall maintain the following records until 5 years after the date they

are created and shall make thern available for inspection and copying by EPA in accordance with

section ll ofTSCA:

(1) Exemptisns. Records documenting that the MCAN microorganisms did in fact qualify

for any one or more of the exemptions described in Section I, Paragraph (b) of this Order. Such

records must satis$ all the statutory and regulatory recordkeeping requirements applicable to the

exemption being claimed by the Company. Any amounts or hatches of the MCAN

microorganisms eligible for the export only exemption in Section I, Paragraph (b[l) of uiis Order

are exemFt from all the requirements in this Recordkeeping section, if the Company maintains, for

5 years framthe date of their creation, copies of the export label and export noticeto EPA,

requir*d by TSCA sections lz{a)(l}(B) and 12(b), respectively. Any amounts orbatches of the

MCAN microorganisms eligih'le for the research and development exemption in Section I,

Paraggaph (b[z) of this Order are exsmpt from atl therequirements in this Recordkeeping section,

if the Cornpany mairrtains, for 5 years from the date of their creation, the records required by 40

CFR 720.?8{b}. For any arnounts or batchss of the MCAN micraarganisms claimed to be eligible

for any other exemption described in Section I, Paragraph (b) of this Order, the Company shaltr

keep records demonstrating qualification for that exemption as well as the records specified in

paxagraphs (2) and (3) helow, but is exempt from the other recordkeeping requirernents in this

Recordkeeping section;
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(2) Records documenting the manufacture (defined by statute to include import) volume of

the MCAN mimoorganisms and the corresponding dates of manufacture (defined by statute to

inelude import);

(3) Records documenting the names and addresses (including shipment destination

address, if different) of all persons outside the site of manufacture (defined by statute,to include

import) to whom the Company directly sells or transfers the MCAN microorganisms, the date of

each sale or transfer, and the quantity of the microorganism sold or transferred oa such date;

(4) Records documentingthe address of all sites of manufacture (defined by statute to

include import), processing, and use;

{5} Records documenting compliance with any applicable manufacturing, processing,

use, and distribution restrictions in the Mzurufacturing, Use, and Distribution sections of this Order,

including distributees' written agreement to comply with the Distribution section of this Order;

(6) Records documenting compliance with any applicable disposal requirements under the

Disposal section of this Order, including method of disposal, location of disposal sites, dates of

disposal, and volume of MCAN microorganisms disposed, Where the estimated disposal volume

is not known to the Company and is not reasonably ascertainable by the CompanS the Company

must maintain other records which demonstrate establishment and implementation of a Brogram

that ensures compliance with any applicable disposal requirements;

(?) Copies of any Transfer Documents and notices required by the Successor Liability

section of this Order, if applicable; and,

(8) The Company shall keep a copy of this Order at each of its sites where the MCAN

microorganisms are manufactured (defined by statute to include import).
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(h) fuiplicabilily* The provisions of this Recordkeeping Section are applicable only to activities

of the Company and its Contract Manufacturer, if applicable, and not to activities of the

Company*s customers.

(c) OMB Cpntrol Numb$r. Under the Paperwerk Reduction Act zurd its regulations at 5 CFR Part

1320, particularly 5 CFR 1320.5(b), the Company is not required to respond to this "collection of

information" unless this Order displays a currently valid control nurnber from tlre Office af

Mauagement and Budget {-*Oh{B"), and EPA so informs the Company. The "collection of

information" required in this TSCA $5(e) Consent Order has been approved under currently valid

OMB Control Number 2070-0012.

rv. REsuEsTs FoR p-R.+lH$rHQrIoN INFOBMATION

{a} EPA's Request.fbllnformation. Pursuailt ta section l1 of TSCA *nd 40 CFR 72fr.122, EPA

rnay occasianally conduet on-site cornpliance inspections of Company facilities and. conveyances

associated with the MCAN rnicroorganisms. To facilitate such inspections, EPA personnel may

contact the Campany in advance ta request infomnation pertinent to the scheduling and sonduct of

such inspecticns. Such requests may be written or oral. the types of inforunation that EPA may

request include, but are not limited to, the following:

(1) Expected dates and times when the MCAN mieroorganisms will be in production

within the subsequent 12 months;

(2) Current warkshift schedules for workers who are involved i'n activities associated with

the MCAN microorganisms and may reasonahty be exposed to the MCAN microorganisms;
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(3) Cunent job titles or categories for workers who are involved in activities associated

with the MCAN microorganisms and may reasonably be exposed to the MCAN microorganisms;

(a) Exjsting exposure mouitoring data fbr workers who are involved in activities

associated with the MCAN mic,roorganisms and rnay reasonably be exposed to the MCAN

microorganisffis;

(5) Records required by the Recordkeeping section of this Order; and/or,

(6) Any other inforunation reasonably related to determining compliance with this Order or

ccnducting an inspection for that purpose-

(b) Company's Response. The Company shall respond to such requests within a reasonable

period of tirne, but in no event later than 30 days after receiving EPA's request. When requested

in writing by EPA, the Company's response shall be in writing. To the extent the information is

known to or reasonably ascertainable by the Company at the time of the request, the Company'$

response shall demonstrate a good faittr effort to provide reasonably accurate and detailed answers

to all of EPA's requests.

(c) Confidenti..Al$-usinesq.lu&qnation. Any Confidential Business Information ("CBI") that the

Company submits to EPA pursuzurt to paragraph (b) shall be protected in accordance with $ 14 of

TSCA and 40 CFR Part 2.

V" SUqCE$$OE I,IASIIITY UTSX,*{-ffi*,*{"#HSR OF CqNSPNT OEDEB

(a) Scope. This section sets forth the procedures by whichthe Company's rughts and obligations

under this Order may be transferred when the Campany transfers its interests in the MCA}{
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microorganisms, including the right to manufacture the MCAN microorganisms, to another person

outside the Company {the "Su$sessor in Interest").

(b) Relation of Transfer Date to Nptice o{C$Inmenc-emg{rt (I'NOC"}.

(l) Bpfp_reJOC.

BEfor+ tlOC,. If ths transfer from the Company to the Successor in Interest is effective

hefore EPA receives a notice of cornmencement of manufacture (*NOC") for the MCAN

nricroorganisms from the Company pursuant to 40 CFR 725.1{d), the Successor in Interest rnust

submit a new MCAN to EPA *nd comply fully with $ection s(aXU of TSCA and 40 CFR part 725

befbre commencing manufacture of the MCAN microorganisms.

(2) After NOC. If the transfer from the Company to the Successor in lnterest is efIective

after EPA receives a NOC, the Successor in Interest shall comply with the terms of this Order and

shall not be required to submit a new MCAN to EPA.

(c) D"Sfinitians. The following definitions apply to this Successor Liability section of the Order:

(1) "succsssor in Interest" msflns a psrson outside the Company who has acquired the

Company's full iaterest in the rights ta manufacture the MCAN microorganisms, including all

ownership rights and legal liabilities, tfuough a transfer document signed by the Company, as

transferor, and the Successor in lnterest, as transferee. f'he term excludes persons who acquire less

than the full irrterest of the Company in the I\4CAN microorganisms, such as a licensee who has

acquired a limited license to the patent or manufacturing rights assoeiated with the MCAN

micrcorganisms. A Successor in Interest must be incorporated, licensed, or doing business in the

tlnited States in accordance wittr 40 CFR 72{,).2?:{a1{3} and 40 CFR 72fi.3{z}.
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(2) "Transfer Documento'meErns the legal instmment(s) used to convey the interests in the

MCAN microorgallisms, including the right to manufacture the MCAN microorgenisms, frorn the

Company to the liuccessor in trnterest.

(d) Notices.

(1) Notice to Successor in.Iutere$l. On ar befbre the effective date of the transfer, tlre

Company shall provide to the Successor in Interest, by registered mail, a copy of the Cansent

Order and the *'Notice of Transfer" document which is incorporated try reference as Attachmenf B

to this Order.

(2) Notice to EPA. Within 10 business days of the effective date of the transfern the

Company shall, by registered mail, submit the fully executed Notise of Transfer document to:

The wvitten natice should be submitted to EPA as follows:

Poqta, I,,h,Iarl A4drpsp

U.S. Environmental Protection Agency

New Chemicals Management Branch {7405M)

1200 Pennsylvania Avenue, N.W.

Washington, D.C. 2S460

Courier SeILvpry Address

tl.S. Environmental Protection Agency

New Chemicals Ma*agement Branch {7405M)

1201 Constitution Avenue, N.W.

$/ashington, E.C. 20S04
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(3) Transfer Document. Copies of the Transfer Docrrment must he maintained by the

Successor in Interest at its principal place af business, and at all sites where the MCAN

microorganisms is nranufactured {defined by statute to include import). Copies of the Transfer

Document must also be made available for inspection pursuant to Section I I of TSCA, must state

the effeetive dat+ of transfer, ffid must contain provisions whieh expressly transfer liability for the

MCAN microorganisms under the terms of this Order from the.Compeny to the Successor in

Interest.

(e) Liabilitv,

(1) The Company shall be liable for compliance with the requirements of this Order until

the effective date of the transfer described above.

(2) The Successar in Interest shall be liable fcr compliance with the requirernents of this

Order effective as af the date of transfer.

(3) Nothing in this section shall be construed to prohibit the Agency from taking

enforcement action against the Company after the effective date of the transfer for actions taken, or

omissions made, during the time in which the Company m*nufactured, processsd, used, distributed

in commerce: or disposed of the MCAN microorganisms p-ursuant to the terms of,this Consent

Order.

(fJ Oblisations to Submit Tesl,Data under Consent Order. If paragraph (d) of the Testing section

of this Consent Order requires the Company to subnrit test data to EPA at a specified production

volutme (*'test trigger'), the aggregate volume oflthe MCAN microorganisms manufactured
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(defined by statute to include import) by the Company up to the date of transfer shall count

towards the test trigger applicable to the Successor in lnterest.

YI. MODIFTCATTON AND REVOCATTON OF CONSENT ORI}ER

The Company may petition EPA at any time, based upon new information on the human

health or envircnmental effects of, or human exposure to or environmental release of, the MCAN

microorganisms, to modiff or revoke substantive provisions of this Order. The exposures and

risks identified by EPA during its review of the MCAII microorganisms and the information EPA

determined to be necessary to evaluate those exposures and risks are described in the preamble to

this Order. However, in determining whether to amend or revoke this Order, EPA will consider all

relevant information available at the time the Agency makes that determination, including, r,vhere

appropriate, any reassessment of the test data or other information that supports the findings in this

Order, an examination of new test data or other information or analysis, and any other relevant

information.

EPA will issue a modification or revocation if EPA determines that the activities proposed

therein will not present an unreasonable risk of injury to health or the environment and will not

result in significant or substantial human exposure or substantial environmental release in the

absence of data sufficient to perrnit a reasoned evaluation of the health or environmental effects of

the MCAN microorganisms.

In addition, the Company may petition EPA at any time to make other modifications to the

language of this Order. EPA will issue such a modification if EPA determines that the

modification is useful, appropriate, and consistent with the structure and intent of this Order as

issued.
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Yrr. srHIi!:T $F #sI\i$EtrT s.ftp+;s

(s) \U+ivpr: By consenting to th* *ntry *f this #rder, the C*mpany w*ives its rights to lile

abjectinns to ltrls #rder pursuant to sectisn 5{*XIHC} of TSCA. to receive **rrrise *fthis fird*r ns

Iater than 45 days befcre thc end *f ths re'view peri*d pursuant to section StsHI){B} *f TSC.A, and

tc chnlleng+r the velidity *f this *rd*r in any suhs*quent astiun. Cqnuenting t* th* *ntry *f this

Ordrr, and agrering t* he h*und hy its tf,rras, d* nr:t cCInstit*te an *dmission hy ths C*mFfrny as to

th+ facts cr conelusions und*rlying the Ag*mcy's de,t*rminatians in this pru**eding. This waiver

daes not flffe*t nny *ther righrs th*t the Compmy rftey have u*der TSCA.

(b) f,,SI S-fq*kgtq- By signing this Srder, th* Company represents that it has car*Iirlly revieurod

this dacument and hereby agree* that *l[ infnrmation herein that is claimed as confidentinl hy the

Ccmpany {per section I4 ofT$CA,4fi CfR Fart 7?# Suhpart E. end 4S CFR F*rt 2} is conret'tly

id*ntified within brackets and that any inf*rmsti*n that is nat hracketed is nnt elaimed as

c+nfidential. To mak* this d*curxr**t avsitrahle fur puhli* viewing, EFA will r*'tn*ve nnlyth*

infbrnration **ntained within the fura*k*t*-

,ifi
t"-i { --rn

{+t{+u**j*-r fu*me--*
tui#il1:- rn;; ru.S;=nid-# 

-

Chemical ff*rrtr* l't}tvi sian
CIfIie* af Pollution Prevsntisn and Toxiss

Date

b**r.*fo*. t# #.# iu-{

ty

Nanre:,1 ffiw& hjffi:#'f*
tu.i a f tt*.

I rttc:f d-*"r;
tirtrtttranv: at rt i /T r,6}'&tr*t

'".*l

Date



ATTACHMENT A

DEFTNITIONS

fNote: The attached Order may not tontain some of the terms defined below.J

"Chemical name" means the scientific designation of a chemical substance in accordance
with the nomenclature system developed by the Chemical Abstracts Service's rules of
nomenclature, or a name which will clearly identify a chemical substance for the purpose of
conducting a hazard er.aluation.

'oChemical protective clothing" means itsms of clothing that provide a protective baxrier to
prevent dermal contact wjth chemical substances af concern. Examples can include, but are not
limited to: full body protective clothing, boots, coveralls, gloves, jackets, and pants.

"Company" means the person or persons subject to this Order.

"Commercial use" msans the use of a chemical substance or any mixture containing the
chemical substance in a commercial enterprise providing saleable goods or a service to consumers
(e.g., a commercial dry cleaning establishment or painting contractor).

"Cornmon name" means any designation or identification such as code name, code number,
trade name, brand name, or generic chemical name used to identify a chemical substance other
than by its chemical name.

'oConsumer" means a private individual who uses a chemical substance or afty produet
containing the chemical substance in or around a permanent or temporary household or residence,

during recreation, or for any personal use or enjoyment.

ooConsumer product" means a chemical substanee that is directll, or as part of a mixture,
sold or made available to consumers for fheir use in or around a peilnanent or temporary
household or residence, in or around a school, or in recreation.

"Container" means any bag, barrel, bottle, box, can, cylinder, drum, reaction vessel, storage

tank, or the like that contains a hazardous chemical. Forpurposes of this section, pipes or piping
systems, and engines, fuel tanks, or other operating systems in a vehicle, are not considered to be

containers.

"Contract Manufactursr" msans a person, outside the Company, urho is authorized to
manufacture (defined by statute to include import) the MCAN miuoorganisms under the

conditions specified in Part II. of this Consent Order and in the Consent Order for Contract
Manufacturer.

"Identity" means any chemical or common name used to identify a chemical substance or a
mixture containing that substance.



2

"Immediate use." A chemical substance is for the "immediate use" of a person if it is under
the control of, and used only by, the p€rson who transfened it from a labeled container and will
only be used by that person within the work strift in which it is transferred from the labeled
container,

' "'Impervious." Chemical protective clothing is "impervious" to a chemical substance if the
subshnce causes no chcmical or mechanical degradatiorq pemreation, or penefration ofthe
chemical protective clothing under the conditions of, and the duration of,, orposure.

"Manufaoturing steam" means all teasonably anticipated transfer, flow, or disposal ofa
chemical substance, regardless ofphysical state orconcentration, throWh atl intended opsatiotrs
of manufacture, including the cleaning of equipment.

'MCAN microorganism" means the microorganisur described in the Mioobial Commercial
Activities Notification submitted by the Company relevant to this Order.

"MSDS" means marerid safety data shee! the written listing of data for the chemical
substance.

'NIOSlf'means the National Institute for Occupational Safety and Health of the U.S,
Departnent of Health and Hutran Services.

'Non-enclosed p,rocess" means any equipment system (such as an open-top rcactor, storage
tank, or mixing vessel) in which a chemical substance is manufactured, processed, or otherwise
used where significa[t direct contact ofthe bulk chemical substance and the workplace air may
occur,

'Non-industial use" means'use other than at a facility uihere chanical sutistances or
mixtues are manufactured (defined by statute to include import) or processed-

"Personal protective equipmenf 'means any chemical protective clothing or device plaeed
on the body to prevent contad with, and exposure to, an identified chemical substance or
zubstances in the work area. Examples include, but are not limited to, chemical protective
clothing aprons, hoods, chemical goggles, face splash shields, or equivalent eye protection, and
various types ofrespirators. Barrier cieams are not included in this definition.

"Process stream" means all reasonably anticipated transfer, flow, or disposal ofa chemical
substance, regardless ofphysical state or concentration" through all intended operations of
processing, including the cleaning of equipment.

"scientificalty invalid" greans any sipificant departure from the EPA-reviervgd protocol or
the Good Laboratory Practice Standards at itO CFR Part 792 without prior or subsequent Agency
review that prevents a reasoned evaluation ofthe health or environmental effects ofthe MCAN
microorganism.
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"Scientifically equivocal data" means data which, although developed in apparcnt

confotmity with the Good Laboratory Practice Standards and EPA-reviewed protocols, are
inconclusivq intemally inconsistent, or otherwise insulficient to permit a reasoned evaluation of
the potential risk of injury to human health or the environqrcnt of the MCAN microorganisrn.

*Sealed containeC' means a closed containerthat is physically and chemically suitable for
long-term containment of the MCAII micoorganiisnr, and ftom which there will be no human
exposure to, nor environmental release of, the MCAN microorganism during mnsport and storage.

"Use stream" means all reasonably anticipated transfer, flow, or disposal of a ohemioal
substance, regardless of'physical state or concentatiorl thmugh all intended opemtions of
industrial, commorcial, or consumer use,

"Waters of the United States" has the meaning set forth in 40 CFR 122.2.

"Work arca'! means a room or defined space in a workplace wtrere the MCAN
microorganism is manufactr:red, processed, ot used and uAere employees arc present

"Workplace" means an establishmeirt at one geogr'aphic localion containing one or mort
work areas.



ATTACHMENT B

NOTICE OF TRANSFER
oF

TOXIC SUBSTANCES CONTROL ACT
SECTION 5(e) CONSENT ORIIER

Compaqy (Transferor) MCAN Number

1. Trangfer_gf Manufasture Rishtt Effective on
otherwise transfer to

the Company did sell or
, ("Successor in Interest") the rights

and liabilities associated rvith manufacture of the above-referenced chemical substarice, whiuh was
the subject of a microbial commercial activity notice ("MCAN') und is governed by a Consent
Order issued by the U.S. Environmental Protection Agency ("EPA") under the authority of $5(e)
of the Toxic Substances Control Act ("TSCA,'' I5 U.S.C. $260a(e)).

2. Assumption of Liability. The Successor in Interest hereby certifies that, as of the effective date
of transfer, all actions or omissions governed by the applicable Consent Order limiting
manufacture, processing, use, distribution in commerce and disposat of the MCAN
microorganism, shall be the responsibility of the Successor in Interest. Successor in Interest also

certifles that it is incorporated, licensed, or doing business in the United States in accordance with
40 CFR 720.22(a)(3).

3. Con{idential__Buqiness Inflormation. The Successor in Interest hereby:

_ reasserts,

_ relinquishes, or

_ modifies

all Con{idential Business Information ("CBI") claims made by the Company, pursuant to Section
l4 of TSCA and 40 CFR part 2, for the MCAN microorganism(s). Where "reasselts" or
"relinquishes" is indicated, that designation shall he deemed to apply to all such claims. Where
"modifies" is indicated, such modification shall be explained in detail in an attachment to this
Notice of Transfer. Information which has been previously disclosed to the public (e.g-, a
chemical identity that was not claimed as CBI by the original submitter) would not subsequently
be eligible for confidential treatment under this Notice of Transfer.



Company {Trrnsferor}

Signature of Authorized Official

Printed Narne of Authorized Official

Title of Authorized Official

Successor in Interest

$ignature of Authorized Official

Printed Name cf Authorized Official

Title of Authorized Oflicial

Address

City, Stateo Zip Code

NOTICE OF' TRANST'ER OT'
TOXIC SUBSTANCE$ CONTROT ACT

SBCTION S{e} CONSENT ORI}ER

(continurd)

MCAN Number

Date

Date



NOTICE OF TRANSFER OF
TOXIC SUBSTAI{CES CONTROL ACT

SECTI0N 5{e} CONSENT ORI}ER
(continued)

Successor's Teehnical Contact

City, State, Zip Code


